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21 CFR Ch. I (4–1–11 Edition) § 808.85 

(1) General Business Law, Article 37, 
section 784.1. 

(2) Official Compilation of Codes, 
Rules and Regulations of the State of 
New York, Chapter V, Title 19, Sub-
chapter G, sections 191.6, 191.7, 191.8, 
and 191.9. 

[45 FR 67337, Oct. 10, 1980] 

§ 808.85 Ohio. 

(a) The following Ohio medical device 
requirement is enforceable notwith-
standing section 521(a) of the act be-
cause the Food and Drug Administra-
tion has exempted it from preemption 
under section 521(b) of the act: Ohio 
Revised Code, section 4747.09, the first 
two sentences with respect to disclo-
sure of information to purchasers on 
the condition that, in enforcing these 
requirements, Ohio apply the definition 
of ‘‘used hearing aid’’ in § 801.420(a)(6) 
of this chapter. 

(b) The following Ohio medical device 
requirement is preempted by section 
521(a) of the act, and the Food and 
Drug Administration has denied it an 
exemption from preemption under sec-
tion 521(b) of the act: Ohio Revised 
Code, section 4747.09, the last two sen-
tences with respect to medical exam-
ination of children. 

[45 FR 67337, Oct. 10, 1980] 

§ 808.87 Oregon. 

(a) The following Oregon medical de-
vice requriements are enforceable not-
withstanding section 521(a) of the act 
because the Food and Drug Adminis-
tration has exempted them from pre-
emption under section 521(b) of the act: 
Oregon Revised Statutes, section 
694.036 on the condition that, in enforc-
ing this requirement, Oregon apply the 
definition of ‘‘used hearing aid’’ in 
§ 801.420(a)(6) of this chapter. 

(b) The following Oregon medical de-
vice requirements are preempted by 
section 521(a) of the act, and the Food 
and Drug Administration has denied 
them exemptions from preemption 
under section 521(b) of the act: Oregon 
Revised Statutes, sections 694.136(6) 
and (7). 

[45 FR 67337, Oct. 10, 1980, as amended at 53 
FR 11252, Apr. 6, 1988] 

§ 808.88 Pennsylvania. 

(a) The following Pennsylvania med-
ical device requirements are enforce-
able notwithstanding section 521(a) of 
the act because the Food and Drug Ad-
ministration has exempted them from 
preemption under section 521(b) of the 
act: 35 Purdon’s Statutes 6700, section 
504(4) on the condition that, in enforc-
ing this requirement, Pennsylvania 
apply the definition of ‘‘used hearing 
aid’’ in § 801.420(a)(6) of this chapter; 
section 506; and, section 507(2). 

(b) The following Pennsylvania med-
ical device requirement is preempted 
by section 521(a) of the act and the 
Food and Drug Administration has de-
nied it an exemption from preemption 
under section 521(b) of the act: 35 
Purdon’s Statutes 6700, section 402. 

[45 FR 67326, Oct. 10, 1980] 

§ 808.89 Rhode Island. 

The following Rhode Island medical 
device requirements are preempted by 
section 521(a) of the act, and the Food 
and Drug Administration has denied 
them an exemption from preemption 
under section 521(b) of the act: Rhode 
Island General Laws, Section 5–49–2.1, 
and Section 2.2, to the extent that Sec-
tion 2.2 requires hearing aid dispensers 
to keep copies of the certificates of 
need. 

[45 FR 67337, Oct. 10, 1980] 

§ 808.93 Texas. 

(a) The following Texas medical de-
vice requirement is enforceable not-
withstanding section 521(a) of the act 
because the Food and Drug Adminis-
tration has exempted it from preemp-
tion under section 521(b) of the act: 
Vernon’s Civil Statutes, Article 4566, 
section 14(b) on the condition that, in 
enforcing this requirement, Texas 
apply the definition of ‘‘used hearing 
aid’’ in § 801.420(a)(6) of this chapter. 

(b) The following Texas medical de-
vice requirement is preempted by sec-
tion 521(a) of the act, and the Food and 
Drug Administration has denied it an 
exemption from preemption under sec-
tion 521(b) of the act: Vernon’s Civil 
Statutes, Article 4566, section 14(d). 

[45 FR 67337, Oct. 10, 1980] 
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